
602

49 CFR Subtitle A (10–1–01 Edition)§ 40.89

(c) On a confirmation drug test, you
must report a result below the cutoff
concentration as negative and a result
at or above the cutoff concentration as
confirmed positive.

(d) You must report quantitative val-
ues for morphine or codeine at 15,000
ng/mL or above.

§ 40.89 What is validity testing, and
are laboratories required to con-
duct it?

(a) Specimen validity testing is the
evaluation of the specimen to deter-
mine if it is consistent with normal
human urine. The purpose of validity
testing is to determine whether certain
adulterants or foreign substances were
added to the urine, if the urine was di-
luted, or if the specimen was sub-
stituted.

(b) As a laboratory, you are author-
ized to conduct validity testing.

[65 FR 79526, Dec. 19, 2000, as amended at 66
FR 41951, Aug. 9, 2001]

§ 40.91 What validity tests must labora-
tories conduct on primary speci-
mens?

As a laboratory, when you conduct
validity testing under § 40.89, you must
conduct it in accordance with the re-
quirements of this section.

(a) You must test each primary speci-
men for creatinine. You must also de-
termine its specific gravity if you find
that the creatinine concentration is
less than 20 mg/dL.

(b) You must measure the pH of each
primary specimen.

(c) You must test each primary speci-
men to determine if it contains sub-
stances that may be used to adulterate
the specimen. Your tests must have the
capability of determining whether any
substance identified in current HHS re-
quirements or specimen validity guid-
ance is present in the specimen.

(d) If you suspect the presence of an
interfering substance/adulterant that
could make a test result invalid, but
you are unable to identify it (e.g., a
new adulterant), you must, as the first
laboratory, send the specimen to an-
other HHS certified laboratory that
has the capability of doing so.

(e) If you identify a substance in a
specimen that appears to be an
adulterant, but which is not listed in

current HHS requirements or guidance,
you must report the finding in writing
to ODAPC and the Division of Work-
place Programs, HHS, within three
business days. You must also complete
testing of the specimen for drugs, to
the extent technically feasible.

(f) You must conserve as much as
possible of the specimen for possible fu-
ture testing.

§ 40.93 What criteria do laboratories
use to establish that a specimen is
dilute or substituted?

(a) As a laboratory you must con-
sider the primary specimen to be dilute
if the creatinine concentration is less
than 20 mg/dL and the specific gravity
is less than 1.003, unless the criteria for
a substituted specimen are met.

(b) As a laboratory you must con-
sider the primary specimen to be sub-
stituted if the creatinine concentration
is less than or equal to 5 mg/dL and the
specific gravity is less than or equal to
1.001 or greater than or equal to 1.020.

§ 40.95 What criteria do laboratories
use to establish that a specimen is
adulterated?

(a) As a laboratory, you must con-
sider the primary specimen to be adul-
terated if you determine that—

(1) A substance that is not expected
to be present in human urine is identi-
fied in the specimen;

(2) A substance that is expected to be
present in human urine is identified at
a concentration so high that it is not
consistent with human urine; or

(3) The physical characteristics of
the specimen are outside the normal
expected range for human urine.

(b) In making your determination
under paragraph (a) of this section, you
must apply the criteria in current HHS
requirements or specimen validity
guidance.

§ 40.97 What do laboratories report
and how do they report it?

(a) As a laboratory, you must report
the results for each primary specimen
tested as one or more of the following:

(1) Negative;
(2) Negative—dilute;
(3) Rejected for testing, with re-

mark(s);
(4) Positive, with drug(s)/metabo-

lite(s) noted;
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